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REMARKS 

Claims 1-4,9, 10, 12, 17-22 and 24 have been rejected under 35 U.S.C. 102(b) as being 
anticipated by Lawin et al. (U.S. Patent No. 5.792,478). Reconsideration of these claims is 
respectfully requested.- 

Lawin et al. disclose an invention that consists of an injectable composition that is a 
combination of a plurality of small, smooth-surfaced particles fltat are carried in a lubricative 
fluid or gel that is preferably comprised of a biologically compatible, lubricous solution, 
suspension, otirer Huid or gel. Col. 3, lines 4044. Tl>e compositions may be injected mto the 
tissueoftheanalcanal.wherein,heselectedsitemaybe,forexample..hein.emalorex.emal 

anal sphincter tissue. The resulting bulking or augmentation of the tissue will restrict the s.ze of 
the sphincter or anal passage and thus assist in overcoming fecal incontinence. Col. 6, hnes 22- 

Amended Claun 1 is patentable over Lawin et al. by calling for a method for treating 
fecal incontinence inabodyofamammalhavingarecti^ formed byarectid wall extending to 

an anus wherein the rectal wall includes a sphincter muscle sunoundmg the anus compnstng the 
steps of introducingabiocompatibleprepolymer into titerec^d wall in the vicinity of ti,e anus 

and polymerizing tire biocompatible prepolymer in siti. to form a nonbiodegradable sohd m the 
rectal wall. As noted above. Lawin et al. does not disclose a metiiod for introducmg a 
■ biocompatible prepolymer into the rectal wall, let alone polymerizing the biocompatible 
prepolymer in sim to form a nonbiodegiadable solid in the rectal wall. 

Claims 2-5 9-10 and 12-16 and new Claim 26 depend fi-om Claim 1 and are patentable 
for tiie same reasons as Claimland by reason of tiie additional limitations called for therein. 

Claims 6-8 and 11 have been cancelled. 

Amended Claim 17 is patentable by calling for a method for tieating fecal incontinence in 
abody having an anal sphincter comprising the step of polymerizingabiocompatible prepolymer 

in sin, to form a. leas, one nonbiodegradable implant in said sphincter. As noted above, Lawm et 
al. does not disclose polymerizing a biocompatible prepolymer in situ to form at least one 
nonbiodegradable implant in an anal sphincter. 
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Claims 18-21 depend from Claim 17 and are patentable for the same reasons as Claim 17 
and by reason of the additional limitations called for therein. 

Claims 1-5 9 10 and 12-21 have been rejected on the ground of nonstatutory 
obviousness-type dotible patenting as being unpatentable over Claims 1-28 of U.S. PatentNo. 
6 553 717 and over Claims 1-30 of U.S. PatentNo. 6.251.063. Claims 1-5, 9, 10 and 12-24 have 
been rejected on the ground of nomtatutory obviousness-type double patenting as bemg 
unpatentable over Claims 1-23 of U.S. Patent No. 6.595.910. to each instance, it is stated that 
the ateough the conflicting claims are not identical, they are no, patentably distinct from each 
other because the claims are an obvious broadening of the scope of the patented claims. 

With respect to the '717 Patent, Claims 1-16 thereof are limited to precipitating from at 
least one nonaqueous solutionanonbiodegradable solid, Claims 17-22 thereof arelimited to 

precipitating abiocompatible polymer from a solution of a biocompatible polymer and a 
biocompatible solvent and Claims 23-28 thereof are hmited to precipitating a b.ocompattble 
polymer from atleast one nonaqueous solution. Claims 1-5,9. lOand 12-21 hereto are not 
limited ,0 precipitating from a solution but instead are patentably distinct from tite claims of the 
'717 Patent by being limited to polymerizing a biocompatible prepolymer to s.tu to form a 
nonbiodegradable solid or a, least one nonbiodegradable implant. Nor are the claims here.n an 
obvious broadening of the claims of tite '717 Patent, to view of the foregoing, the nonstatutory 
. obviousness-typedoublepatentingrejectionwiti.respecttothe'717Patentshouldbewithdrawn. 

With respect to the '063 Patent, Claims 1-21 and Claims 22-27 thereof are limited to 
introducing at least one nonaqueous solution into muscle and forming a nonbiodegradable solid 
or at leas, one implant from the solution, while Claims 28-30 thereof are Umitedto introducmg a 
solutionofabiocompatiblepolymerandabiocompatible solvent intoawall and precipitatmg the 

biocompatible polymer from the solution. Claims 1-5, 9, 10 and 12-21 hereto are not limtted to 
introducing a solution and formtog or precipitating from tite solution but instead are patentably 
distinct from the claims of the '063 Patent by being Iteiited to polymerizing a biocompatible 
prepolymer in situ to form a nonbiodegradable solid or at least one nonbiodegradable implant 
Nor are tiieclaims hereto an obvious broadening of the claims of the '063 Patent. In view oftite 
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fo«going>enons.*.toryobviousness.,ypedoubl.pa.ntingreiectio„wi*tes^t.ome 

Patent should be withdrawn. 

Wi*respeo,.o*e'9.0Pate„,aa™sl..5*ereofareUmi.edtointtod«.inga,leas. 

one nonaqueous solution intoawaU and fon„inga„o„biodegradablesoUdf.n. .he sol^^^^ 
CUd»sl6..9thereof are limited to bridgingadan-agedportionofasphinoterw,* an .mp^^^^ 
„lindepenaentClain.s20-23the«ofa«U.ited.ofonninga,od.li.eintplant,na.c.alwa^^^ 

Claims 1-5 9, 10 and 12-24 herein are not limited to introducing a solution and formmg or 
precipitating ftom the solution, bridging a damaged portion of a sphincter or fonning a rod-hke 
Z.ina--wal..butinsteadarepatentab,vdis.inct.om.heclain.sonhe-910P^^^ 
betaglimitedtopolymerizingabiocompatibleprepolymerinsitutoformanonbtodegradable 
;;:!atleas.onelbiodegradab,eimplant.Norare.hec.aimshere.anobviousb.^^^^^ 
oftheclaimsofthe'910Patent. mviewofthe foregoing, the nonstanrtoryobviousness-type 

double patenting rejection with respect to the '71 7 Patent should be withdrawn. 

,„viewofthefo,egoing,itisrespectfullysubmitted,hattheclaimsofrecorda. 
anowable and that the application shouldbepassedto issue. Shouldthe Examiner behev^^^^^ 
a,eapplicatio„is not inacondition tor allowance and thatatelephoneintervtewwouldh^ 
fi^rprosecutionofthis case, the Examiner is recuestedtocontactheunderstgnedattomey at 

the phone number below. 

Respectfully submitted, 
QRSEY & 


Customer No. 32,940 

Suite 1000 

555 CaUfomia Street 

San Francisco, CA 94104-1513 

Telephone No.: (650) 857-1717 

Facsimile No.: (650)857-1288 



dward N. ^chand 
Reg. No. 37,085 
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